Amenctecius to the S pecMca tion: 

Ficust rci?iace the } arag 'uph ^-eginmng at pa^i. 6, ^im 25 w >il ^oiUnvh};: jmcndcd 
paragmph: 

' i^T' ^ >'.or ; rv--.*- ^a^'upltjs njitrtxu^r.ta^-" 5S carried oui & oonx^TiJonal maim; 
"u.. 1.4t n.t j^ire rciiigc for each componoin 5;s siijtable fo*- adjtjniistnttion by iahiJation. 

Toife diaier^ is a trsdemsrk o f Astra AB, 

L{ tt.f ^ nil' m iii^f^ph hii^unn f'^og^. " '"i J - > ^^ gi> t ntn 

pam^mmr 

K eij^ * o o f lit 5 s ^ ^ ^ I K L i 4 \5n^ M ^1 i 

(.05 crtcl u g lilt pn. ce^is. ot . T- \ 7 1 2uu i Am a ss eigi^ micro isco )ik vsonu't, 

\ < N I et. o the CO ^ditsonea prot act hy mixmg aiid !: omogenismi, \\ th a \q\\ pres^u e let mill 
r V lart A sUo'^ croii.ie4 as ug the process of FP-\-"'2i l''-! and hlled mto the lora/t* 

■'vp *n J -5 r<i'c \ a-^ pc'ft^cr rbaler 

4 ^ Ft^ 0it of lormotevs' fmti<iia v dkndsate ^^a^ 'n?xea \^ ih 8"?'* part*? ox vtc ghi 

1 K :>s.j ?)o«ioV»Htc The bicr<i via» mic omsed as isi a h^sh px^mto mi it* mal atut then 
V.0 K it t lul us 'V ^^^s FiOC<.vs oi FP-A "1 " 6u 1 1 s H\ \ n ^.f n in I Js^son <.1c 

i X (. \ 5s s^^s. c fP- \ ''-^ I ^^i and filled 1 to t le scotai^e 
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pamgraph: 

o* K iov*. rf^onon diatc T 'jiuii \ t 5 c on ^ \\ \ u i i 

! I ^ 11 c \ ) « h ^ n 1 vi'~> !. f u in ( V. 

compartment o.t a I urlmhaler^Hiry po wder Jiihaler . 

para^mpti: 

>f 1 osi- n To V* 1, c 0 (-1 u \^ 1^ n v-'^jn isi ^ i htuh p ^ n r 1 f cr 
-5 15 a Kd usi-^L pr^uve-^ i P \ "^P 6l<> li>0 Parts b> nt-ighi o t it, o ii"^vcl c <!>sSon civ 
"*cded to txie i. ^rditioacd product b\ Tmrng and homogmi^mg ^ith a lovt prt&surc jcl mill 
Hi. wti^c \\&i> i en s>pherori«5Ctl u^sms; the proce^ss qH P \ ''21 ^^i atid filisfd into ti-^e sloi i^xc 
t. K 1 5t (. b V v' \j..dr ... pov^ dgy ir haler 

£?* /?u^<? ^ hne > / <- < u « a ( 

^$.siti.i Oi-^ivt iol *imaxate Mnd ate %%aair \ed v\ th 91*^ parts hvwt j.h 
o c J >!»t T -ios ^dra e T \^ hKvd v, * s microni>.ed wsi is a his;h Brcssu^c ar jet nul dnd th^n 

c ^ } crt. HOC k f> 1 it, ! 1 cn-^^cms n \ n i \ 5 i lidl 
u h pjoi. s'v EP A. "2M'^1 and 1 iki' irt^> tho «;lorage 
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Please replace paragraph hegmnifig at page 8, Urn 13, H-ilh tkejbiiowmg amefided 
paragraph: 

12 Parts by weiglU of formoteroi iomarste dihydrate was fnixed with 788 pads by weight, 
of lactose moth A- '^jV 'Tro bionJ no'croinscd u^itig a h\.- - x x , -h^u 

conditioned using the prooes^ oiTP-A-?!? 616. 200 Parts by v\ :-ij;hi nl'siiici-.-Tik^cd buil^--,o.nide 
\v;ss added to -Uie condiuoncd product by niixntgsnd j-oniogenising witb a low pressure jet mill. 
The mixture wa& spheron.ised using the process of EP-A-721 33 i and illled into the .stoj-gge 
eonipattnient Df a TurbaMg hD dry sowder inhaler . 




Fleme vplace the paragraph begiming at puge S. line i/, \^ith thefoUowim:: aou-mk'd 
paragraph: 

& Fails b> vvoighi of fornicterol fumarate diliydraio v%;h iruxcd ujt.h ^^94 p.?!L-. by \^cjghi 
of lactose mom)-i>dratt;. Tbr biynd vks^i micronise-J using a Idj^b pre.'itiLire .Jirjci mill .md tbcn 
condidoncd u:iing ihe process of BP-A-71 7 616. The mixuire was Lhon sphcroniscd using the 
procesii of EP-.A~72I 331 and filled into the storage compartitient of a Turbuliale r^> dry powder 

.< 'ic repkce the paragraph hegmmng al page Une ^4 with ihc foihnifig amcndcti 



Fartss by weight of mlcmnised budescsnide was mixed with 800 pails by weight of 
iacicso monchydrats. The blsnd was mkrDniseil usmg a high pressure air jet mill and then 
coT^ditioned ts.-sing ihs process of E?~A-717 616. TheiRixmre was tl^cn spheronissd using ihe 
proce.<^s of 331 mid fdled into the storage comparttnent of a l'urt>uhaler(^; dr y powder 





Pii-ase replace ihe paragraph beginning at page 9, Une 2, wMs ihejbiknving amended 
paragraph: 

4.5 ?mt& by weight of formoteml fsnuuato diliydrate was mixec! wiih 995 parts by \ 'eight 
of lactose monohydrate. The blend wjuj j-nicroniscd u?i5ig a biifb pressure air jet mill and then 

process otEP-A-lll 331 &m\ inhu imo the stc?rage ccnnpaaraeri! ofa Turbuliakrif' dn- powder 
iiihakr . 

Phase r0i<ice ^he paragraph begmnm^ iine S, with the fi>ii<mmg amm(iM 

paragraph: 

1 00 ]'\irb h>' v-,esyrit of Tmcronised budcsoiiido vvas mixed \vitl\ 840 nam- b\- wcjsghi of 
lactone moiiobydrate. The blond was niicfonised using a high prcs^-.nv .isr jo? .md then 
condiUc?T-eil using tlis process «f EP"A»?17 616. Tim mixture was then spheronised using the 
process orEP-A-Tll 331 ml filled into the storage compartment of & l'm-buhale r;f jir> ^ |K>wder 

Please repiace the paragraph beginmng at page 9, Um 14, with ihe foH&wmg amended 
paragraph: 

12 Pans by wcijdu of fam-^otefol mniarviic dih\<.lr.uc v\uo sivixo-'l v% -j:. --SS tx^ris by wcighi 
of lactose nionohydrste. The l>knd was niicroaised using a high pressure air jot mill and then 
condstioned using the process of EP-A~7i7 616. Thetnixturs was then spheronised using the 
process of IP- A~72l 331 anSSlled into the storage compartnieKtof a Tiii%nhalej#J^ 
mimler. 



paraip-aph: 

-^t'O I am ^\fs\i^1^ o^'iric cr^scJ b 'd^ssoniuc'" x-ji^ed ^00 n.ins> bv wesson* O;. 

process ot Bl:*-A-"21 331 and tilled into tiiestoiagc compailTneut of aTuybim«vbi\it dry pov^aoi 

^ lease >vpkn.e the parui^mph tye^inumg at page 9 hre J\ m ith the foUoM mi, ana mlcd 
rmra^rauh: 

''^^drts-! \^ ou ot<„r> urit-ate a''i\u<itc <->.s'n^wO\\ I "-^^^ potts c\ v^cishi 

vWxJn OHv^o .-iuv > -ep.ooc ot H ~A-7?7 616 Tlie mAivre ^^a^ tnor $p>ion)n ^cd ts5rg lac 
ojcccvi. Ki^"} P- 33 i ar.d film, j^to tnc storage con-'pamixm o* a rurbalialviiLi!iiJ^<->^^dvr 

mmignmn: 

.iio.ose -n'rv rvduxs.' 'iT'is; b erd wjss nicronisod using a high piessmc au jet mtU aini then 
^>nt.^itKxiLC ussi .he pjocevs o*'EP-4-717 61 The mxture was then spheroniscd asms, the 
proocs o^E^ \ "^SI 331 and fiUed into the stoiage compartnent of a Furbahakrii' dr> poxi^dcr 

V it.>»>U'\ (ojpara^rapKhtgimmgafpa^i U ime T mtn the foHoMmo amended 

4 Pn.'^s >> weiglit of tbnnotefo! fumisrtUi' dihvc^nue vias mixid x>nli "S'^S part? by weight 
of lactose moiiohydrste. The Mesd was micromsed usmg s Mgli pressure ak jet mill and thm 
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cMdonsi! using the process of BP- A^7i ? #16. The Mixtare was fa spheronisssi issjiig the 
process of EP~A^721 33 1 and Slled iiito storage compsrtiiaem of s Twljufealei^jx^^jow^ 
inhaler . 

Piease rq^iacs ike paragraph hegmning ni page W, line 13. wuh ihejbUawim^ amended 
pwagmpn: 

ld<..tosv* monuhxFSte Fhv, b<^nd \v*.s nitCforiSvd a& ng a high pres<;utc mi y * mdl and ther 
CO amoncd a'Ji'^g iiepn^ct^NSof"!? \~P6I6 Ibcn'x ure\vas*jit,n«5phciomsu Lsn^iH^ 
pjocfss of F \ i '3 > and filled m o t^e biorage comparti^ent oJ & rurbuhakTj_driXK^vyj 

mimgmph: 

12 ^<rts t»\ xvc^0it of io^rote»o toi araU OJi^vdiale %as mixed ^vith 9hh par s bs wu<'hi 
> i >sc T if>po> > dsaw Hie biena \% a«s nMcroTu&i. J usmy a high p e siiro air ie* in I ^ma ther 
o u n o^vti usitijj prcM^tss o'CP A "1" 616 The mix^me was thtn sphero^iHC asm^ Uto 
'Te^.t.s*! o hi \ "21 ^^1 and hHec ink> *lie «aorage v,om»a.tmcnt of a Tumuhaler^ d^-y powder 

V «ht of iii^cro'i3S!.ed budcsoni t \ i ^ s ^art& b\ v us>b* {>{ 

vnd V cio^ijsed i i k *irl uidlhc'> 

s " \ ''17 616 Ih^ni^-^ I <. s (ltd r t 

[ » <, 1 1 o the storage v,o-"Tt.-t^vn ^ >i i^i. ^i' oi . 



